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AMEMBASSY TEHRAN PRIORITY 
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AMEMBASSY CARACAS PRIORITY 


Margaret P. Grafeid Deciassified/Reieased US Department of State EO Systematic Review 22 May 2009 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 22 May 2009 

AMEMBASSY MADRID PRIORITY 
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UNCLAS STATE 026127 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, TBIO, XX 

SUBJECT: DEFECTIVE OXYGENATOR SUPPORT CLAMP ASSEMBLY 
(RECALL T-029-7) 

1 . FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT INVOLVED: HARVEY MODEL H-300 OXYGENATOR SUPPORT 
CLAMP ASSEMBLY. THE CLAMP ASSEMBLIES ARE USED TO HOLD 
SINGLE USE BLOOD OXYGENATOR DURING HEART-LUNG SURGERY. THE 
HARVEY H-300 CLAMP ASSEMBLY/OXYGENERATOR SYSTEM IS CONNECTED 
TO A MAST BY THE UPPER MAST SCREW CLAMP. THUS THE CLAMP 
ASSEMBLY/OXYGENATOR CAN BE POSITIONED AT VARYING HEIGHTS 
AS APPLICABLE DURING THE SURGICAL PROCEDURE. THE BLOOD 
OXYGENATORS ARE HELD BY THE H-300 SUPPORT CLAMP AS FOLLOWS: 

UNCLASSIFIED 

PAGE 03 STATE 026127 

THE BOTTOM OF THE SUPPORT CLAMP HAS A SQUARE POST WHICH 
INSERTS INTO THE BOTTOM OF THE OXYGENATOR. THE TOP OF THE 
OXYGENATOR IS HELD BY A SPRING-PLUNGER, WHICH FITS OVER A 
TOP NUB OF THE OXYGENATOR. 

PRODUCT IDENTIFICATION: A STICKER LABEL ON THE UPPER SUP- 
PORT IS LABELED "HARVEY MODEL H-300, WILLIAM HARVEY RES- 
EARCH CORPORATION, SANTA ANA, CALIFORNIA 92705". THE 
CLAMP IS PACKED IN A CLEAR PLASTIC TIE SEAL BAG AND IS 
THEN PUT INTO A PLAIN UNLABELED BOX. VERSIONS 1-3 OF 
THE CLAMP ASSEMBLY CONSISTS OF THREE PIECES, AN UPPER 
AND LOWER SUPPORT (OR BRACKET) OF WHITE ALUMINUM AND A 
SUPPORT MAST OF BLACK METAL. VERSION NUMBER 4 IS A ONE 
PIECE STAINLESS STEEL UNIT WITH BLACK SUPPORT (OR BRACK- 
ETS). THERE ARE NO LOT OR SERIAL NUMBERS USED. 

MANUFACTURING FIRM: THE DEVICE IS CUSTOM MANUFACTURED BY 
COLUMBIA SCREW PRODUCTS INC., 2901 SOUTH HALLADAY, SANTA 
ANA, CALIFORNIA 92705 FOR WILLIAM HARVEY RESEARCH CORP- 
ORATION. 

DISTRIBUTOR AND RECALLING FIRM: 
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WILLIAM HARVEY RESEARCH CORPORATION 
1940 EAST OCCIDENTAL STREET 
SANTA ANA, CALIEORNIA 92705 

2. REASON FOR RECALL: 

THE EAILURE OE THE DEVICE TO SUPPORT THE OXYGENATOR 
DURING OPERATION AND UNDER NORMAL CONDITIONS OF ITS IN- 
TENDED USE MAY RESULT IN SITUATIONS PRESENTING AN IMMED- 
IATE HAZARD OF A LIFE THREATENING NATURE TO PATIENTS RE- 
QUIRING ITS USE DURING HEART-LUNG SURGERY. THERE WERE 
TWO COMPLAINTS OF DEATH ASSOCIATED WITH THE SUPPORT CLAMP 
UNCLASSIFIED 
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ASSEMBLY MALEUNCTION. 

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
DETERMINE IF THEY HAVE RECEIVED PRODUCT NOTIFICATION LET- 
TER DATED 15 DECEMBER 1976 EXPLAINING IN DETAIL THE PROB- 
LEMS ASSOCIATED WITH ALL EOUR VERSIONS OE THE MODEL H-300 
OXYGENATOR SUPPORT CLAMP ASSEMBLIES WHICH WERE MARKETED 
FROM NOVEMBER 1972 THRU DECEMBER 1976. THE SUPPORT CLAMPS 
ARE NOT, REPEAT NOT, BEING PHYSICALLY RECALLED EROM THE 
CONSIGNEES. QUESTIONS RE RECALL SHOULD BE REEERRED TO 
FIRM. 

4. FOREIGN CONSIGNEES AS EOLLOWS: 

QUEEN PAHLAVI EOUNDATION 
CARDIOVASCULAR RESEARCH 
TEHRAN, IRAN 

MR. SERGIO ZARELLI ETABLISSEMENTS PAUL LOUIS 

SEDA, S.A.S. 14 16 18 RUE PAUL 

VIA C. RAVIZZA 34/1 PAINLEV 

20149 MILANO, ITALY PARC MODERNE DENTERPRISES 

ERANCE 

A. G. HAUSMANN 

MARKTGASSE 1 1 MR. GRAHAM BATES 

ST. GALLEN, SWITZERLAND AHSC/SO 

AERICA PTY LTD 

INTEREX CO. P O BOX 2726 

1 37 AL-HAYAT CHAMBERS JHOANNESBURG 2000 TVL 

M.A. JINNAH ROAD SOUTH AERICA 

PAKISTAN 

MR. TREVOR BASHAM 

LAMERIS INSTRUMENTEN N.V. MCGAW ETHICALS 
BILTSTRAAT 149 BOX 18-069 GLEN INNES 
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UTRECHT, HOLLAND AUCKLAND, NEW ZEALAND 

MR. VERNON L. NEAL MR. JOHN MCLACHLAN 

LOXLEY-LOBO MEDICAL LTD. MCGAW IND.PTY.LTD 

G.P.O. BOX 84 P O BOX 371 

HONG KONG EPPING, NSW 2 1 2 1 

AUSTRALIA 
MRS. ELLINOR PAH 

MEDICO A/S MR. YUKIHIRO SATO 

BYGDOY ALLE 33 SCIENTIFIC PRODUCTS INC 

OSLO, NORWAY S ANKAIDO BLDG 9- 1 3 

AKASAKA 1 CHOME 

MR. J. MENDES PAULO MINATO-KU 

SOC.COM. MULTIRADIX SARL JAPAN 
RUA MARQUES DE FRONTERIA 
111 R/C-DEESQ. 113 A-B THEDEAN, DR. B 

PORTUGAL NANAVATl HOSPITAL 

VILE PARLE (WEST) 

MR. IAN SHERDLEY BOMBAY, INDIA 

AHS-UNITED KINGDOM 

UNITS 12 AND LE BIOMEDICAL ENGINEERING 

STATION ROAD DIV. 

ENGLAND INDIAN INST.OF TECHNOLOGY 

MADRAS 600036 

MR. MARTIN LIEBEHERR INDIA 

EDWARDS/GERMANY 

C/0 MERZ AND DADE PHILIPPINE HEART 

ABT. EDWARDS CERTER EOR ASIS 

LERCHENSTRASSE 5 EAST AVENUE 

GERMANY QUEZON CITY, PHILIPPINES 

UNCLASSIFIED 

HADI M DERHALLY MS . L. JAUS 

TAREQ SCIENTIFIC BUREAU PAUL LOUIS 
P O BOX 463 DIVISION OF AHS/BELGIUM 
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AMMAN, JORDAN 30, CHAUSSEE DE ZELLIK 

B-1080 BRUSSELS, BELGIUM 
GERHARD WOHLMUTH 
COMESA K.G. JOHN MCLACHLAN 

POSTFACH 75 MCGAW INDUSTRIES PTY LTD 

VIENNA IX, AUSTRIA G.P.O. 433 

NORTH SYDNEY, N.S.W. 2060 
E. B. LEE AUSTRALIA 

DONGHAN INDUSTRIAL CO.LTD. 

MEDICAL SUPPLY YUKIHIRO SATO 

K.P.O. BOX 564 AHS/JAPAN 

SEOUL, KOREA SANKAIDO BLDG. 

9-13 AKASAKA, 1 -CHOME 
J. MITRA MINATO-KU 
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J. MITRA AND BROS. PVT.LTD TOKYO 107, JAPAN 
20 DOUBLE STOREY MARKET 
NEW RAJINDER NAGAR C.R. BARD, INT.LTD 

NEW DELHI - 1 10060 PENNYWELL INDUSTRIAL ESTATE 

INDIA SUNDERLAND SR 49 EW 

ENGLAND, UNITED KINGDOM 
MRS. HEI.T.A KROPF 

EUROSPITAL S.P.A. BHART HEAVY ELECTRICALS, LTD 

P O BOX 467 BHOPAL 

34100 TRIESTE, ITALY INDIA 

V.N. BAJAJ JAWAHAR J. BHATT 

SOUTH INDIA SURGICAL CO.LTD C.R. BARD JAPAN LIMITED 
P O BOX NO. 2755 7-1-26 NISHINAKAJIMA 

MADRAS-2, INDIA YODOGAWAKU 

OSAKA 532, JAPAN 

CAVIT TULCA 

P.O.B. 525 DR. BODOR 

BEYOGLU/ISTANBUL EGYETEMI ERSEBESZETI INTEZET 

TURKEY VEROSNAJOR UTCA 68 

1122 BUDAPEST 12 
IAN SHERDLEY HUNGARY 

UNCLASSIFIED 
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STATION ROAD 

DIDCOT, BERKSHIRE HARRY A.D. CAMPBELL 

UNITED KINGDOM 24 ELLESMERE DRIVE 

SANDERSTEAD, SURREY 
ENGLAND, UNITED KINGDOM 


DR. E. BARROS CASTELAZO MEDICTHAI CO LTD 
PROVEEDORA CLINICA 30 RAIPRASONG 
PUEBLA NO. 109 SHOPPING CENTER 

ESQUINA CORDOVA BANGKOK, THAILAND 

MEXICO 7, D.F. 

MILTON A MEIER, M.D. 

CORMED SA 6 HOSPITALS SENASA S/A 

DE AGOSTO NO. 589 TRAVESSA F. PAMPLONA, 32 

OFICINIA 605 20,000 RIO, BRAZIL 

LIMA 11, PERU 


H. DE CAMARGO MONTEIRO,PRES. 


DEBAKEY BROS, CO. 
13 GORNATA STREET 
SCIENTIFIC OFFICE 
ROXY, HELIOPOLIS 
CARIO, EGYPT 


FORMED S/A 
RUA SOROCABA 
584-ZC-03 

RIO DE JANEIRO, BRAZIL 


DR. DAVID E. MORALES 

DECKERS INSTRUMENT ARIUM N.V AVENIDA 20, N. 71-69 
O.L. VROUSTRAAT 19 MARACAIBO, VENEZUELA 
3000 LEUVEN 

BELGIUM NATIONAL UNIVERSITY OF IRAN 

POBOX41 
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GENITO URINARY MFG.CO. TEHRAN, IRAN 

3-10 PLYMPTON STREET 

LONDON N.W.8 AHS/NETHERLANDS 

ENGLAND, UNITED KINGDOM DIVISION OE AHEI/NETHERLANDS 
B.V. RIDIER STAETE 

HACETTEPE UNIVERSITY 71 NORDHOLLAND STREET 
UNCLASSIEIED 
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PROCUREMENT OFFICE AMSTERDAM, HOLLAND 

ANKARA, TURKEY 

OMKER FOREIGN TRADE DEPT. 

EDOUARD HURNI BAJCSY ZSILINSZKY UT 24 

CHEMIN GRANGE FLAQUET 5C BUDAPEST, HUNGARY 
C.H. 1224 CHENE-BOUGERIES 
SWITZERLAND RYOZO OMOTO M.D. 

MITSUI MEMORIAL HOSPITAL 
IRAOLA I IZUMI-CHO, CHIYODA-KU 

TUCUMAN 1936 KANADA 

3 ER PISO TOKYO, lAPAN 

BUENOS AIRES, ARGENTINA 

MANUEL PELAEZ 

DR. SIAVOSH KHONSARI ROSSIFIL IND.,PROD,PLASTICOS 

P O BOX 996 LTD. 

TEHRAN, IRAN RUA DOS CAMPINEIROS, 210 

03167, SAO PAULO 
BRAZIL 

PICEDEX S .A. ANDREW WATSON 

VICTOR PRADERO 69 BELLE VUE 

MADRID 8, SPAIN EAST BOLDON 

CO. TYNE AND WEAR 

PRAGOXPORT ENGLAND, UNITED KINGDOM 

STUPARTSKA 10 
PRAGUE 1 
CZECHOSLAVAKIA 

A. PSIMITIS 

7 MONIS PETRAKI STREET 
ATHENS 140, GREECE 

DR. ANTONI RADECKI 
INSTITUTE OF CARDIOLOGY 
LINDLEY STR. 4 
WARSAW, POLAND 
UNCLASSIFIED 
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SR. P.L. RIVERO AND CIA, S.A. 

AVENIDA BOYACA 419 
BUENOS AIRES, ARGENTINA 
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SIMMHO S.A. 

13 RUE DE GUEBWILLER 
67100 STRASBOURG-NEUDORF 
FRANCE 

A.B. STILLE- WERNER 
PO BOX 4051 
S-10261 STOCKHOLM 
SWEDEN 

THE SOUTH INDIA SURGICAL CO. 
196 MOUNT ROAD 
MADRAS 2 
INDIA 

SURGICAL DISTRIBUTORS LTDS. 
GIBRALTAR HOUSE 
HEBERTON ROAD 
DUBLIN 12, IRELAND 

TECNOSAN S.A.S. 

VIA BRUXELLES, N-79 
00198 ROME, ITALY 
VANCE 
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